*pl'l-"-“"i‘l'fl.*r
3 DEPARTMENT OF HEALTH & HUMAN SERVICES

Office of the Secretary
Office of Public Health and Science

ok RRLTY

S,

FOR USPOSTAL SERVICE DELIVERY:
Office for Human Resear ch Protections
6100 Executive Boulevard, Suite 3B01
National I nstitutes of Health (M SC 7507)
Rockville, Maryland 20892-7507

December 14, 2001

M. David Low, M.D., Ph.D.
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Anne Dougherty, M.D.

IRB Chair
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Office for Human Resear ch Protections
6100 ExecutiveBoulevard, Suite3B01
Rockville, Maryland 20852

Telephone: 301-435-0668
FAX: 301-402-4256
E-mail: mcneillp@od.nih.gov

RE: Human Research Subject Protections Under Multiple Project Assurance

(MPA) M-1246

Research Project: H. Pylori Infection in Children on the U.S.-Mexico Border (DK-97-003)

Principal Investigator: Karen Goodman, Ph.D.

Dear Dr. Low and Dr. Dougherty:

The Office for Human Research Protections (OHRP) has reviewed the reports from the University of
Texas Hedth Science Center - Houston (UTHSC), dated June 8, 2001 and November 8, 2001, that

were submitted in response to OHRP s letter of April 17, 2001.

Based upon the review of your reports, OHRP finds that UTHSC has adequately addressed the
findings and concerns cited in OHRP s April 17, 2001 letter. In particular, OHRP notes the following:
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(1) OHRP acknowledges that the vaidation study for the above-referenced research involving
gastric biopsy was hdted in February 1999 and there is no plan to continue with that portion of
the research.

(2) OHRP acknowledges that the biopsy samples taken during the vaidation study were part of
aclinica diagnostic procedure and that no additional biopsy samples were obtained for research
pUrposes.

OHRP would like to stress that should tissue samples be taken, other than solely for clinica
purposes, such samples would be considered part of the research and must be described in the
informed consent document.

(3) OHRP acknowledges that the UTHSC utilizes a subcommittee to conduct continuing review
of protocols which is then presented to the full IRB. OHRP aso notes that dthough there
appears to be adiscusson of each protocol presented for continuing review the minutes of the
July 20, 2001 IRB meeting indicated that a single vote for dl protocols undergoing continuing
review at that meeting.

Please note that the minutes of IRB meetings should document separate deliberations, actions,
and votes for each protocol that requires continuing review by the convened IRB.

(4) OHRP acknowledges the efforts by UTHSC to provide a greater leve of detall in the
minutes of IRB meetings. OHRP notes that minutes of IRB meetings now show the action and
vote for items presented a the meetings.

(5) OHRP acknowledges that the ad hoc IRB described in the UTHSC guiddines for
investigators wishing to gpped a decision by the UTHSC IRB does not have the authority to
overrule that decision. It is OHRP understanding that this ad hoc committee would make an
independent recommendation which would then be referred back to the UTHSC IRB for
recons deration.

Asaresult of the above determinations, there should be no need for further involvement of OHRP in
this matter. Of course, OHRP must be notified should new information be identified which might ater
this determination.

OHRP gppreciates the continued commitment of your ingtitution to the protection of human research
subjects. Please do not hesitate to contact me should you have any questions.

Sincerdly,



Page 3 of 3
University of Texas - Houston Health Science Center - Dr. M. David Low and Dr. Anne Dougherty
December 14, 2001

Patrick J. McNellly, Ph.D.
Compliance Oversight Coordinator
Divison of Compliance Oversght

cc. Dr. PAmer Beadey, Dean, UT School of Public Hedth
Dr. Karen Goodman, UTHSC
Commissioner, FDA
Dr. David Lepay, FDA
Dr. James F. McCormack, FDA
Dr. Greg. Koski, OHRP
Dr. Melody H. Lin, OHRP
Dr. Michadl A. Carome, OHRP
Mr. George Gasparis, OHRP
Dr. Jeffrey M. Cohen, OHRP
Ms. Freda Y oder, OHRP
Mr. Barry Bowman, OHRP



